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07419345 **Image available** 
HORIZONTALLY PARALLEL TYPE PERSONAL COMPUTER 



PUB. NO.: 
PUBLISHED: 
INVENTOR (s) : 
APPLICANT (s) 
APPL. NO. : 
FILED: 
INTL CLASS: 



2002-287855 [JP 2002287855 
October OA, 2002 (20021004) 
fCATAHIRA KIMIO 
KATAHIRA KIMIO 

2001-126703 [JP 20011126703: 
March 22, 2001 (20010322) 
G06F-001/16 ; G06F-003/02 ; 



A] 



G09F-009/00; H05K-005/02 



ABSTRACT 

PROBLEM TO BE SOLVED: To improve device structure in which a cause is 
traced by a medical test made in view of the increase of users 

complaining of bad physical conditions such as eyestrain, headache and the 
stiffness and ache of the neck and shoulder, and mental stress following 
the rapid increase of personal computer users in the spread of the Internet 
and IT. 



SOLUTION: The position relation between a keyboard and a display is changed 
from the three-dimensional vertical relation into the plane parallel 
relation. Furthermore, in order to reduce the lateral moving width of a 
visual axis and to heighten the operating efficiency of both hands, the 
keyboard is divided and arranged on the right and left sides of the 
display, close to the right and left hands, to improve the structure. The 
user's body bends slightly forward in the state of sitting on a chair and 
placing the hands lightly on a desk so as to be natural with a gentle curve 
formed from the head to the neck and further to the back. At this time, the 
visual axis extends obliquely downward to the front at the same angle as 
the head. This personal computer realizes the structure gentle to the 
user's body. 



COPYRIGHT: (C) 2002, JPO 
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WPI Acc No: 2003-246680/200324 

Sales management and compound interest incentive system - executes data 
inquiry and update, commission calculation and personnel promotion 
management 

Patent Assignee: JONNICK CORP (JONN-N) 

Inventor: SHING F 

Number of Countries: 001 Number of Patents: 001 
Patent Family: 

Patent No Kind ' Date Applicat No Kind Date Week 

TW 485297 A 20020501 TW 2000120723 A 20001005 200324 B 



Priority Applications (No Type Date) : TW 2000120723 A 20001005 
Patent Details: 

Patent No Kind Lan Pg Main IPC Filing Notes 
TW 485297 A G06F-017/60 



Abstract (Basic) : US 20020166133 Al 
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NOVELTY - An isolated NEOKINE nucleic acid molecule (I) comprising 
a sequence of 1656, 300, 1372, 237, 1458 or 285 bp given in the 
specification (designated S1-S6, respectively) or their complements, is 
new. 

DETAILED DESCRIPTION - (I) further comprises: 

(a) a fragment of at least 100 contiguous nucleotides of a sequence 
selected from S1-S6, or their complements; 

(b) a sequence encoding a polypeptide having a sequence of 99 (PI), 
78 (P2) or 94 (P3) amino acids given in the specification; 

(c) a fragment comprising at least 15 contiguous amino acid 
residues of PI, P2 or P3; 

(d) a naturally occurring allelic variant of PI, P2 or P3, where 
the nucleic acid molecule hybridizes to a sequence selected from S1-S6 
under stringent conditions. 

INDEPENDENT CLAIMS are also included for: 

(1) a host cell which contains (I); 

(2) a non-human mammalian host cell containing (I); 

(3) an isolated polypeptide (11) selected from: 

(a) a fragment comprising at least 15 contiguous amino acids of PI, 
P2 or P3; 

(b) a naturally occurring allelic variant of PI, P2 or P3 is 
encoded by a nucleic acid molecule which hybridizes to a nucleic acid 
molecule selected from S1-S6 under stringent conditions; 

(c) a polypeptide encoded by S1-S6; and 

(d) a polypeptide comprising PI, P2 or P3; 

(4) an antibody which selectively binds to the polypeptide; 

(5) producing the polypeptide; 

(6) detecting the presence of the polypeptide in a sample; 

(7) detecting the presence of a nucleic acid encoding the 
polypeptide in a sample; 

(8) a kit comprising a compound which selectively binds to a 
polypeptide or a compound which selectively hybridizes to (I), and 
instructions for use; 

(9) identifying a compound which modulates the activity of NEOKINE 
receptor; 

(10) identifying a compound which modulates binding of NEOKINE to 
NEOKINE receptor; and 

(11) modulating the activity of a polypeptide by contacting the 
polypeptide or a cell expressing the polypeptide with a compound which 
binds to the polypeptide to modulate the activity of the polypeptide. 

ACTIVITY - Cytostatic; Antiinflammatory; Antipsoriatic; 
Immunosuppressive. No clinical data given. 
MECHANISM OF ACTION - NEOKINE modulator. 

USE - The NEOKINE molecules are useful as modulating agents in 
regulating a variety of cellular processes, as primers or hybridization 
probes for the detection of NEOKINE-encoding nucleic acids, in 
screening assays, in predictive medicine (e.g. diagnostic assays, 
prognostic assays, monitoring clinical trials , and 
pharmacogenetics), and in method of treatment (therapeutic or 
prophylactic) . The nucleic acids are useful in chromosome mapping, 
tissue typing, and in forensic biology. The proteins can be used to 
treat disorders characterized by insufficient or excessive production 
of non-NEOKINE chemokine or chemokine forms which have decreased or 
aberrant activity compared to wild type chemokines, and to screen drugs 
or compounds which modulate NEOKINE activity. NEOKINE modulators are 
useful for treating and/or preventing proliferative diseases such as 
cancers of the epithelia, liver, secretory glands, bladder, 
reproductive tract, central nervous system, or connective tissues, 
inflammation, psoriasis, or immune rejection following skin graft or 
kidney transplant. 
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Automatically tracking compliance in clinical trials process by 
associating identifier having unique signature data item with container 
and making database entries 
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Inventor: CARTER P L; DAY S; EVANS P G; GEORGE L J 
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Abstract (Basic) : WO 200301429 A2 

NOVELTY - Method consists in associating a unique signature ID with 
a container, reading the signature into a database, checking 
performance of an operation relating to the container against a 
compliance standard, and writing the compliance to the database each 
time to check that the correct type or quantity of drug or placebo has 
been used, the cap is in place, the correct container is in the right 
place, suitable environmental conditions have been followed, the 
correct container has been enclosed in the correct secondary pack, the 
correct label has been applied, the container has arrived at the right 
address and the correct information has been received by the recipient. 

USE - Method is for automatically tracking compliance in a 
clinical trialsO process. 

ADVANTAGE - Method enables tracking of drug containers to produce 
an audit trail, and ensures that the containers are correctly labelled. 

DESCRIPTION OF DRAWING (S) - The figure shows a drug container with 
an RF ID tag. 
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Hiiman behavior prediction method in clinical trials, involves generating 

predictive algorithm for predicting hvunan behavior, which is translated 

into prediction rule for use with clinical trial 
Patent Assignee: HUFFORD M R (HUFF-I) ; PATY J A (PATY-I); SHIFFMAN S 

(SHIF-I) 

Inventor: HUFFORD M R; PATY J. A; SHIFFMAN S 
Number of Countries: 001 Number of Patents: 001 
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Patent Details: 

Patent No Kind Lan Pg Main IPC Filing Notes 
US 20020143577 Al 11 G06F-017/60 

Abstract (Basic) : US 20020143577 Al 

NOVELTY - A predictive algorithm for predicting the human behavior 
with respect to a clinical trial is generated. The predictive algorithm 
is translated into prediction rule for use with .a clinical trial. 

DETAILED DESCRIPTION - INDEPENDENT CLAIMS are included for the 
following: 

(1) Human behavior determination method; 

(2) Human behavior abnormality detection method; 

(3) Recorded medium storing instructions for predicting human 
behavior . 

USE - For predicting human behavior during clinical trials. 

ADVANTAGE - The human behavior during a clinical trial is 
predicted and tracked reliably with increased statistical power, 
reduced clinical trial costs and reduced clinical trial time. 

DESCRIPTION OF DRAWING (S) - The figure shows the flowchart of the 
human behavior prediction method. 

pp; 11 DwgNo 2/2 
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Research protocol development method for clinical trial , involves 
determining desirability of retaining participant in clinical trial by 
using evaluation data determined from data categories pertaining to 
participant 
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Patent Assignee: HUFFORD M R (HUFF-I); PATY J A (PATY-I); PETERSON D 

(PETE-I); SHIFFMAN S (SHIF-I) 
Inventor: HUFFORD M R; PATY J A; PETERSON D; SHIFFMAN S 
Number of Countries: 001 Number of Patents: 001 
Patent Family: 

Patent No Kind Date Applicat No Kind ■ Date Week 
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Priority Applications {No Type Date) : US 2001825533 A 20010402 
Patent Details: 
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US 20020143563 Al 18 G06F-017/60 

Abstract (Basic) : US 20020143563 Al 

NOVELTY - A clinical trial target is identified and the evaluation 
data categories pertaining to a participant in the identified clinical 
trial target is determined. Evaluation data from the data categories is 
used to determine the desirability of retaining the participant in 
trial or incorporating the participant in the trial result. 

DETAILED DESCRIPTION - INDEPENDENT CLAIMS are included for the 
following : 

(1) Preferred targets determination method; 

(2) Subject compliance monitoring method; 

(3) Subject compliance determination method; 

(4) Subject non-compliance prediction method; 

(5) Subject compliance enhancing method; 

(6) Subject compliance monitoring device; 

(7) Clinical trail conduction method; and 

(8) Storage medium storing clinical trail protocol development 
program. 

USE - For developing research protocols used for clinical trials in 
medical application. 

ADVANTAGE - Tracks and enhances the subject compliance in the 
clinical trial . Provides reliable valid data, increases statistical 
power, reduces clinical trial cost, reduces time to complete the' 
clinical trial and reduce the time to get a drug or medical device to 
market . 

DESCRIPTION OF DRAWING (S) - The figure shows the clinical trial 
conducting system. 
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WPI Acc No: 2002-750462/200281 

XRAM Acc No: C02-212643 

XRPX Acc No: N02-591053 

New mGlxoRSM nucleic acid molecules and proteins, useful for treating 
neurological or psychiatric disorders such as schizophrenia, 
schizoaffective disorder, bipolar or unipolar affective disorder, or 
adolescent conduct disorder 

Patent Assignee: GENETICS INST INC (GEMY ); WYETH (AMHP ) 
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Patent Family: 

Patent No Kind Date Applicat No Kind Date Week 

WO 200270708 A2 20020912 WO 2001US49817 A 20011221 200281 B 
US 20020142330 Al 20021003 US 2000257589 A 20001222 200281 

US 200127923 A 20011221 



Priority Applications (No Type Date) : US 2000257589 P 20001222; US 

20G127923 A 20011221 
Patent Details: 

Patent No Kind Lan Pg Main IPC Filing Notes 

WO 200270708 A2 E 99 C12N-015/12 
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Abstract (Basic) : WO 200270708 A2 

NOVELTY - An isolated metabotropic glutamate receptor subtype 5 
modulatory (mGluRSM) nucleic acid molecule (I), is new. 

DETAILED DESCRIPTION - An isolated metabotropic glutamate receptor 
subtype 5 modulatory (mGluR5M) nucleic acid molecule (I), comprising: 

(a) a nucleotide sequence that is at least 80% identical to a 
sequence of 1110 bp (SI), fully defined in the specification, which 
encodes a polypeptide (11) comprising an N-terminal mGluR-like domain 
and a C-terminal unique .domain; 

(b) a nucleic acid molecule that encodes a polypeptide having at 
least 80% sequence identity to a fully defined sequence of 369 amino 
acids (PI), given in the specification; and comprising an N-terminal 
mGluR-like and a C-terminal unique domain, or lacking a transmembrane 
domain; 

(c) a nucleic acid molecule that encodes a polypeptide having at 
least 80% sequence identity to (PI), where the percent identity is 
determined using a global alignment algorithm; 

(d) a nucleic acid molecule that hybridizes to a complement of 
(SI)/ under stringent conditions, and encodes (II); 

(e) a nucleic acid molecule that hybridizes to a complement of 
sequence of 1823 bp (32), fully defined in the specification, and 
encodes a polypeptide lacking a transmembrane domain; 

(f) a nucleic acid molecule comprising the DNA insert of the 
plasmid deposited in the American Type Culture Collection (ATCC) as 
Accession Number PTA-2775; or 

(g) a nucleic acid molecule comprising (S2), or its complement or 
encodes (PI) . 

INDEPENDENT CLAIMS are also included for: 

(1) a host cell containing (I); 

(2) a non-human mammalian host cell comprising (I); 

(3) an isolated polypeptide comprising: 

(a) a polypeptide encoded by (la), (Id), (le), (If), or (Ig); 

(b) an amino acid sequence that is at least 80% identical to (PI) 
and comprises an N-terminal mGluR-like and a C-terminal unique domain, 
or lacks a transmembrane domain; 

(c) an amino acid sequence that is at least 80% sequence identity 
to (PI), where the percent identity is determined using a global 
alignment algorithm; or 

(d) an amino acid sequence comprising (PI); 
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(4) an antibody, which selectively binds to the polypeptide; 

(5) a method for producing a polypeptide encoded by (I) comprising 
culturing a host cell containing the nucleic acid molecule, under 
conditions to express the nucleic acid molecule; 

(6) a method for detecting the presence of the polypeptide or (I); 

(7) kits comprising .a compound, which selectively binds to the 
polypeptide or hybridizes to (I) and instructions for use; 

(8) a method for identifying a compound, which modulates mGiuR 
activity in a cell; 

(9) methods for modulating the activity of mGluR, or neuronal cell 
signaling; and 

(10) a method for treating a subject having a neurological or 
psychiatric disorder comprising administering the polypeptide, or its 
modulator, to treat the disorder. 

ACTIVITY ~ Nootropic; Neuroprotective; Neuroleptic. 
No biological data given. 
MECHANISM OF ACTION - Gene therapy. 

USE - The nucleic acid molecules, polypeptides and antibodies are 
useful for treating neurological or psychiatric disorders such as 
schizophrenia, schizoaffective disorder, bipolar affective disorder, 
unipolar affective disorder or adolescent conduct disorder (claimed) . 

They are also useful for screening assays, and in predictive 
medicine (e.g. diagnostic assay, prognostic assays, monitoring 
clinical trials , and pharmacogenetics) . The diagnostic assays 
include chromosome mapping and tissue typing. 
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Remote patient monitoring method for hospital, involves reminding patient 
of diagnosing or treatment, if server fails to receive confirmation after 
determined time for diagnosing treatment 

Patent Assignee: TRUSTMED.COM CORP (TRUS-N) 

Inventor: CHENG H 

Number of Countries: 001 Number of Patents: 001 
Patent Family: 
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Abstract (Basic) : US 20020077851 Al 

NOVELTY ~ The diagnosing/treatment time for a patient is determined 
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according to the patient medical criteria recorded in a patient's 
medical database and notified to the patient in advance of determined 
time. The patient is reminded of the diagnosis/treatment, if the 
network server fails to receive confirmation of his/her 
diagnosis/treatment after the determined time. 

DETAILED DESCRIPTION - An INDEPENDENT CLAIM is included for 
diagnosing patient watching system. 

USE - For monitoring hypertensive patient, diabetic patient, also 
for monitoring child to be vaccinated for use in hospital, medical 
research organization, 

ADVANTAGE - By effectively reminding the patient about their 
appointment, the higher risk of seizure or death is prevented. 

DESCRIPTION OF DRAWING (S) - The figure shows the flowchart 
explaining the diagnosed patient monitoring procedure. 
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System and method for processing clinical test data thereof 

Patent Assignee: CHOI W J {CHOI-I) ; YOON S M (YOON-I) 
Inventor: CHOI W J; YOON S M 

Number of Countries: 001 Number of Patents: 001 
Patent Family: 
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KR 2001096807 A 1 G06F-017/40 

Abstract (Basic) : KR 2001096807 A 

NOVELTY - A system and method for processing clinical test data are 
provided to enable a clinical test researcher to input case recording 
data directly through a computer network and enable another person (a 
clinical test client, a monitor personnel, an inspector) certified 
for sharing case recording data to receive and use the information in 
real time. 

DETAILED DESCRIPTION - A user information database ( 100 ) stores 
recognition information of the clinical test interested. A clinical 
test database (110) stores all sorts of case record, clinical test data 
inputted in the records, and a clinical plan. An error check 
server (120) judges whether the clinical test data are correct when the 
clinical test data are inputted in the case records. A data processing 
server (160) certifies the clinical test interested, suggests the case 
records through the terminal, and stores clinical test data in 
accordance with the case records in the clinical test database (110) . 
pp; 1 DwgNo 1/10 
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infections, cancer, neurodegenerative, metabolic, hematopoietic and 
immune disorders 
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Abstract (Basic) : WO 200210216 A2 

NOVELTY - An isolated cytoplasmic, nuclear, membrane bound, or 
secreted polypeptide (NOVX) (I) selected from a sequence (SI) of 898, 
193, 841, 1086, 664, 717, 46, 606, 380, 365, 1210, or 452 amino acids, 
given in the specification, a variant of SI, a mature form of SI, and a 
variant of the mature form of SI, is new. 

DETAILED DESCRIPTION - A new isolated cytoplasmic, nuclear, 
membrane bound, or secreted polypeptide (NOVX) (I) is selected from a 
sequence (SI) of 898, 193, 841, 1086, 664, 717, 46, 606, 380, 365, 
1210, or 452 amino acids, given in the specification, a variant of SI, 
a mature form of SI, and a variant of the mature form of SI. In (I), 
one or more amino acids in the variant of SI or the variant of the 
mature form of SI, differs from SI or the mature form of SI, provided 
that the variant differs in no more than 15 % of the amino acid 
residues from SI or the mature form of SI. INDEPENDENT CLAIMS are also 
included for the following: 

(1) an isolated nucleic acid molecule (II) selected from a sequence 
encoding (I), or its complement; 

(2) a vector (III) comprising (11); 

(3) a cell (IV) comprising (III); 

(4) an antibody (V) that binds immunospecif ically to (I); 

(5) determining (Ml) the presence or amount of (I) or (II) in a 
sample comprising contacting the sample with an antibody that binds (I) 
or a probe that binds (II); 

(6) modulating (M2) an activity of (I), by contacting a cell sample 
expressing (I) with a compound that binds to (I); 

(7) a pharmaceutical composition (VI) comprising (I), (11), or (V) ; 

(8) a kit comprising (VI); 

(9) determining (M3) the presence of or predisposition to a disease 
associated with altered levels of (I) or (II) in a mammalian subject 
comprising : 

(a) measuring the level of expression of (I) or (11) in a first 
mammalian subject; and 

(b) comparing the level to the level of (I) or (II) in a control 
sample from a second mammalian subject know not to have, or not to be 
predisposed to, the disease; and 

(10) treating (M4) a pathological state in mammal, by administering 
to the mammal a polypeptide having a sequence at least 95 % identical 
to the polypeptide comprising SI or its biological active fragment. 

ACTIVITY - Antiatherosclerotic; antidiabetic; nootropic; 
neuroprotective; anorectic; immunomodulator; cytostatic; 
antiparkinsonian; antibacterial; fungicide; protozoacide; virucide; 
analgesic; antiasthmatic; hypotensive; osteopathic; antiinflammatory; 
neuroprotective; cardiant; antianginal; antiulcer; antiallergic; 
tranquilizer; neuroleptic; antidepressant; antilipemic; anticonvulsant. 
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MECHANISM OF ACTION - Gene therapy; NOVX activity modulator. No 
biological data is given. 

USE - (I), nucleic acid (II) encoding (I) or an antibody (V) that 
binds (I) is useful for treating or preventing a NOVX-associated 
disorder, where the disorder is selected from cardiomyopathy, 
atherosclerosis, diabetes, or a disorder related to cell signal 
processing and metabolic pathway modulation. (V) is useful for treating 
a pathological state in a mammal. (I) is useful for identifying an 
agent that binds to (I), or for identifying an agent that modulates the 
expression or activity (I) . {V) is useful for determining the presence 
or amount of (I) in a sample (claimed). (I), (II) or (V) is useful for 
treating metabolic disorders, obesity, infectious disease, anorexia, 
cancer-associated cachexia, cancer, neurodegenerative disorders, 
Alzheimer's disease, Parkinson's disorder, immune disorders, 
hematopoietic disorders, and the various dyslipidemias , metabolic 
disturbances associated with obesity, the metabolic syndrome X and 
wasting disorders associated with chronic diseases and various cancers. 
(I), (11) or (V) is also useful for treating bacterial, fungal, 
protozoal and viral infections, pain, anorexia, bulimia, asthma, 
hypertension, urinary retention, osteoporosis, Crohn's disease, 
multiple sclerosis, Albright Hereditary Osteodystrophy, angina 
pectoris, myocardial infarction, ulcer, allergy, benign prostatic 
hypertrophy, and psychotic and neurological disorders, including 
anxiety, schizophrenia, manic depression, delirium, dementia, and 
dyskinesias, such as Huntington's disease and Gilles de la Tourette 
syndrome. (I), (II) or (V) is useful in screening assays, detection 
assays (e.g., chromosomal mapping, tissue typing, forensic biology), 
predictive medicine (e.g.', diagnostic assays, prognostic assays, 
monitoring clinical trials and pharmacogenomic) , and in methods of 
treatment (e.g., therapeutic and prophylactic). (I) is useful as 
immunogen to produce antibodies immunospecif ic for (I), to screen for 
potential agonist and antagonist compounds, and as bait protein in a 
two-hybrid or three-hybrid assay, (II) is useful in gene therapy, to 
express (I), to detect NOVX mRNA or a genetic lesion in a NOVX gene, 
and to modulate NOVX activity. A cell {IV) comprising (II) is useful 
for producing non-human transgenic animals . (V) is useful for 
isolating, and purifying (I) and to monitor protein levels in tissue as 
part of a clinical testing procedure. 

pp; 213 DwgNo 0/0 

Title Terms: NEW; ISOLATE; CYTOPLASM; NUCLEAR; MEMBRANE; BOUND; SECRETION; 

POLYPEPTIDE; USEFUL; TREAT; ATHEROSCLEROSIS; INFECT; CANCER; METABOLISM; 

HAEMATOPOIETIC; IMMUNE; DISORDER 
Derwent Class: B04; D16; TOl 

International Patent Class (Main) : C07K-014/705; C12Q-001/68; G06F-017/60 
International Patent Class (Additional): C07H-021/04; C07K-014 /435; 

C12N-005/06; C12N-009/00; C12P-021/02 
File Segment: CPI; EPI 



11/5/10 (Item 9 from file: 350) 

DIALOG (R) File 350: Derwent WPIX 

(c) 2003 Thomson Derwent. All rts. reserv. 

014314292 **Image available** 
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Clinical trial monitoring system, stores test data received from 
different clinical trial sites in database, based on which monitor 
center produces final report 
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Abstract (Basic) : JP 2001312557 A 

NOVELTY - The system receives test data obtained by subjecting the 
patients of several clinical trial sites, to the trial medicine for 
predetermined duration. The data received from the trial site, are 
stored in a database. A monitor center monitors the stored data, based 
on which a final report of trial medicine is output.. 

USE - Clinical trial ' monitoring system. 

ADVANTAGE - The final report of the trial medicines, is produced 
efficiently and quickly, and the burden of the doctor is reduced- 

DESCRIPTION OF DRAWING (S) - The figure shows the clinical trial 
monitoring system. (Drawing includes non-English language text), 
pp; 4 DwgNo 1/1 
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New membrane transport protein and polynucleotides, useful for diagnosing 
and treating transport protein related disorders e.g. cancer, restenosis, 
asthma and Alzheimer's disease and to identify modulators of therapeutic 
use 
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US 20020061590 Al C07H-021/02 Provisional application US 2000204211 

Abstract (Basic): WO 200187978 A2 

NOVELTY - An isolated membrane transporter protein-1 (MTP-1) (I), 
comprising a sequence 80% identical to a sequence (SI) of 2144 amino 
acids (aa) given in specification, a fragment of 15 contiguous amino 
acids of (SI), a naturally occurring allelic variant of (SI) or aa 
sequence encoded by polynucleotide which hybridizes to a sequence (S2) 
of 6768 or 6432 base pairs as given in the specification under 
stringent conditions, is new. 

DETAILED DESCRIPTION - An isolated membrane transporter protein-1 
(MTP-l) (I) comprising: 

(a) a fragment of a polypeptide comprising a fully defined sequence 
(SI) of 2144 amino acids as given in the specif ication, where the 
fragment comprises at least 15 contiguous amino acids; 

(b) a naturally occurring allelic variant of SI encoded by a 
nucleic acid molecule which hybridizes to a fully defined sequence (S2) 
of 6768 or 6432 base pairs as given in the specification under 
stringent conditions; 

(c) a polypeptide which is encoded by a nucleic acid molecule 
comprising a nucleotide sequence at least 80% identical to S2; or 

(d) a polypeptide comprising an amino acid sequence at least 80% 
identical to SI, is new. 

INDEPENDENT CLAIMS are also included for the following: 

(1) an isolated NA molecule (II) or its complement comprising a 
nucleotide sequence which is 80% identical to S2, a fragment of 50 
nucleotides of S2, a sequence encoding (I) or its fragment of 15 
contiguous amino acids; 

(2) an isolated polynucleotide (lib) which hybridizes to (11) under 
stringent conditions; 

(3) an isolated polynucleotide (lie) comprising a sequence 
complementary to (II); 

(4) a vector (III) comprising (II); 

(5) a host cell (IV) transfected with (III); 

(6) preparation of (I); 

(7) an antibody (Ab) specific to (I); 

(8) detecting (Ml) the presence of (I) in a sample, by contacting 
the sample with a compound that binds to (I) and determining whether 
the compound binds to (I) in the sample; 

(9) detecting (M2) the presence of (Ilin a sample, by contacting 
the sample with a nucleic acid probe or primer which selectively binds 
to (II) and determining whether the probe or primer binds to (II) in 
the sample; 

(10) a kit comprising a compound which selectively binds to (I) or 
a compound which selectively hybridizes to (II), and instructions for 
use; and 

(11) modulating (M3) the activity of (I), by contacting (I) or cell 
expressing (I) with a compound which binds to (I) to modulate the 
activity of (I) . 

ACTIVITY - Cytostatic; Nootropic; Neuroprotective; 
Antiparkinsonian; Anticonvulsant; Antianemic; Anorectic; Antidiabetic; 
Antiarteriosclerotic; Anti-human immunodeficiency virus (HIV) ; 
Antiarthritic; Immunosuppressive; Antiasthmatic; Tuberculostatic; 
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Antiulcer; Neuroprotective; Antimanic; Tranquilizer; Vasotropic; No 
supporting data is given. 

MECHANISM OF ACTION - Gene therapy; Modulator of (I) or {II) . 

USE - (Ml) is useful for detecting the presence of (I) in a sample. 
(M2} is useful for detecting the presence of (II) in the sample. Both 
the methods are useful for identifying a subject having a cellular 
proliferation, growth, apoptosis, differentiation and/or migration 
disorder, or at risk for developing the disorder, where the probe 
comprises at least 25 contiguous nucleotides of (S2) and the primers 
which includes a first primer comprising at least 25 contiguous 
nucleotides of (32) and second amplification primer comprising 25 
contiguous nucleotides from compliment of (S2) (all claimed). (I) is 
useful for identifying a compound which modulates the activity of (I) . 
The method comprises contacting (I) or cell expressing (I) with a test 
compound and determining whether (I) bind to the test compound or 
determining the effect of the compound on the activity or expression of 
(I), where the binding of the test compound to (I) is determined by 
detecting binding by direct detection of a test compound/polypeptide 
binding, detection of binding by using a competition binding assay or 
an assay for MTP-1 activity (claimed), where the identified compound 
(modulator) of (I) is useful in treatment and diagnosis of a subject 
having a disorders characterized by aberrant or unwanted MTP-1 protein 
or nucleic acid expression or activity, where transporter-associated 
disorders include hematopoietic disorders (e.g. hematopoietic 
associated diseases and disorders such as acute myeloid leukemia, 
hemophilia, leukemia, anemia), leukocytic disorders (e.g. leukopenias, 
non-Hodgkin' s lymphomas), disorders related to lipid metabolism (e.g. 
obesity, anorexia nervosa, diabetes mellitus, arteriosclerosis, 
atherosclerosis, atherogenesis) , disorders involving abnormal 
vascularization (e.g. vascularization of solid tumors), immunological 
disorders (e.g. autoimmune disorders such as arthritis, graft 
rejection, T cell disorders, immune deficiency disorders), inflammatory 
diseases or disorders (e.g. asthma, tuberculosis, nephritis, 
inflammatory bowel disease, ulcers), central nervous system (CNS) 
disorders (e.g. Alzheimer's disease, dementias related Alzheimer's 
disease, palsy, epilepsy, mania, anxiety disorders, 
obsessive-compulsive disorders), cardiac-related disorders (e.g. 
ischemia reperfusion injury, restenosis, arterial inflammation, 
vascular wall remodeling, ventricular remodeling, rapid ventricular . 
pacing, coronary microembolism) , disorders also include cellular 
proliferation, growth, differentiation (e.g. carcinoma, sarcoma, or 
leukemia, hepatic disorders), disorders also include hormonal disorders 
(e.g. type I and type II diabetes mellitus) and reproductive or ■ 
fertility disorders. (I), (II) or Ab is used in screening assays, 
predictive medicine (e.g., diagnostic assays, prognostic assays, 
monitoring clinical trials , and pharmacogenetics) and methods of 
treatment (e.g. therapeutic and prophylactic). Fragments of (II) are 
also useful to synthesize antisense molecules of desired length and 
sequences. (11) is also useful to detect mutations in genes and gene 
expression products such as mRNA, as antisense constructs to control 
gene expression and for chromosome identification. (Ill) is useful for 
producing proteins and polypeptides, for conducting cell-based assays 
involving the protein or fragments and to produce non-human transgenic 
animals which are useful for studying the function of a receptor 
protein and identifying and evaluating modulators of the protein 
activity. 
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Apparatus for determining threshold value in nucleic acid amplification 
reaction for medical applications, calculates derivative data points of 
growth curve, to determine threshold value 
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Abstract (Basic) : WO 200184463 A2 

NOVELTY - A controller stores detected signal values defining 
growth curve for nucleic acid sequence, to obtain derivative data 
points which are used to fit a curve. A threshold value indicating 
number of cycles to reach arbitrary fluorescent value and elapsed 
amplification time, is calculated associated with the peak of the 
curve . 

DETAILED DESCRIPTION - INDEPENDENT CLAIMS are also included for the 
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following: 

(a) Apparatus for determining concentration of target nucleic acid 
sequence; 

(b) Method for determining threshold value in nucleic acid 
amplification reaction; 

(c) Method for determining target nucleic acid sequence; 

(d) Computer program product 

USE - Used in biological and medical research to monitor the 
levels of human immuno deficiency virus (HIV) . 

ADVANTAGE - The concentration of nucleic acid sequence in a test 
sample is determined efficiently. 

DESCRIPTION OF DRAWING (S) - The figure shows a partially exploded 
isometric view of the reaction vessel used in nucleic acid 
amplification reaction. 
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NOVELTY - The automated computerized system integrates the tracking 
of individual biological samples using bar-code identifiers and 
computerized scanners with checklists of procedures to be performed on 
each sample. Information regarding status and location of samples is 
stored in a central database allowing for the generation of complete 
location, chain of custody, and test reports. 

USE - For biological samples taken during clinical studies, 

ADVANTAGE - Provides accurate and efficient computerized tracking 
that would be extremely difficult to achieve using traditional 
paper-based systems. 

DESCRIPTION OF DRAWING (S) - The figure shows a flow chart of the 
computerized tracking system for biological samples- 
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Abstract (Basic) : WO 200065472 Al 

NOVELTY - A biological marker (BM) identification system comprising 
an integrated database containing several data categories and data from 
various organisms corresponding to the data categories, is new. 

DETAILED DESCRIPTION - A biological marker (BM) identification 
system comprises: 

(a) an integrated database containing several data categories, i.e. 
levels of cell populations, cell associated molecules and/or soluble 
factors in a biological fluid and information associated with clinical 
parameters of an organism; and 

(b) data from various organisms corresponding to the data 
categories . 

A processor correlates data within the categories, to identify the 
category (or categories) indicating normal biological or pathogenic 
processes or responses to drug intervention; this category {or these 
categories) is/are BM. 

INDEPENDENT CLAIMS are also included for the following: 

(1) a method for identifying a BM for a given disease or medical 
condition (GD/MC) , comprising correlating information associated with 
several categories (as in (a) above) from several organisms, at least 
some of which have GD/MC and identifying a data category {i.e. BM) by 
which the presence of GD/MC can by identified; 

(2) a phenotype of an organism comprising several biological 
parameters, i.e. the results of at least 20 (preferably at least 40) 
assays relating to cell populations and/or cell associated molecules, 
the results of at least 20 (preferably at least 40) assays relating to 
soluble factors and clinical parameters; 

(3) a phenotype of a class or subclass of organisms, comprising 
parameters as in (2) for each member; 

(4) a system for creating the phenotype of an organism, involving 
obtaining parameters as in (2) ; 

(5) a method for evaluating the effect of a perturbation on an 
organism (or on a class or subclass of organisms) , involving comparing 
the information in the phenotype, as in (2) or (3), of the organism(s) 
before and after the perturbation; 

(6) a system for the identification of BM's of a GD/MC in an animal 
model, involving an integrated database and processor as above; 

(7) a method for identifying a BM for GD/MC in a human, involving 
determining if a BM in an animal model as in (6) is diagnostic or 
prognostic of CD/MC in a human; 

(8) a method for assaying a candidate drug, involving treating an 
animal model with the drug and evaluating the effect on a BM as in (6); 

(9) a method for monitoring the results of a clinical study- 
in humans with a GD/MC, involving identifying BM's in a human which are 
homologs of BM*s identified in animal models of GD/MC; 

(10) a method for designing an improved animal model for a CD/MC in 
humans, involving identifying human BM's relative to the GD/MC and 
tailoring the animal model to simulate GD/MC more accurately by 
elevating or reducing the levels of animal homologs of the human BM; 

(11) a method for identifying an animal model of a GD/MC, involving 
comparing phenotypes (as in (2)) for potential animal models and an 
organism having the GD/MC, to identify the most closely simulating 
animal model phenotype; and 

(12) a method for evaluating the effects of a the effects of a 
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genetic alteration on a plant or animal, involving comparing 
information on phenotypes (as in (2)) for the genetically altered and 
non-altered organism to identify changed parameters. 

USE - The systems and phenotypes are useful in drug development. 
The diseases involved are specifically asthma, allergy, multiple 
sclerosis or especially rheumatoid arthritis {all claimed) . More 
generally the phenotypes may be of humans, animals, plants or viruses 
(all claimed); they may also be used for evaluating the effects of a 
genetic alteration on a plant or animal. 

ADVANTAGE - The technology is supplied for providing quantitative, 
sensitive, reproducible and rapid measurements of multiple and diverse 
BM's which can accurately profile an organism's phenotype or a 
patient's disease status and response to therapy. More cost-effective 
drug development is possible. The biological parameters can be 
identified from small samples of blood. 

DESCRIPTION OF DRAWING (S) - The figure is a schematic 
representation of the types of information assimilated to obtain a 
biological marker identification system. 
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Abstract (Basic) : JP 11282934 A 

NOVELTY - A memory (1) stores the medical log information, 
test information of patients related with time. Based on selection, 
the medical log information and test information for every patient is 
extracted and is displayed on a display screen (2) . A display processor 
(5) processes the extracted information so that medical log information 
and test information are displayed on same time axis. 

USE - For pharmacy in hospitals. 

ADVANTAGE - Enables easier and accurate diagnostic process and 
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thereby enables effective medical care. DESCRIPTION OF DRAWING (S) - The 
figure shows the block diagram of medical diagnostic assistance 
apparatus. (1) Memory; (2) Display screen; (5) Display processor. 
Dwg .1/4 
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CN 1145490 A G06F-019/00 

Abstract (Basic) : EP 720127 A 

The tracking method stores a first set of unique personal 
identification numbers (PINs) on the personal identification number 
database, and provides a digital signal representative of the PINs from 
the first set to a test kit assembler (130). A central monitoring 
system (110) receives a second digital signal from test kits actually 
assembled. These include a test card with one of the unique PINs. The 
first set is tracked and the PIN database updated w.r.t. the second 
digital signal. 

A third digital signal is provided representing a second set of 
unique PINs to the test lab (160) in response to the second digital 
signal. The monitoring system receives a fourth digital signal from the 
test lab representing the test cards received at the lab from the 
patients. The first set of PINs are tracked by updating the PIN 
database and the test results database in response to the fourth 
signal. 

USE/ADVANTAGE - For systems for tracking objects among several 
locations. Simultaneously tracks location and status information for 
several cards, facilitates collection and transmission of test results 
and result information to individuals being tested while, at same time, 
maintains anonymity of these individuals. Can identify counterfeit or 
unauthorised cards submitted for analysis. 
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Abstract (Basic) : RU 2010326 C 

The monitor includes a microprocessor (1), a data reception unit 
(2), a decoder (3), an A-D converter (4), a commutator (5), a breathing 
rate transducer (5), a cardiac contractions rate (CCR) transducer (7), 
a skin-electrical reaction (SGR) transducer (8),^ a breathing rate 
signal shaper (9), a CCR signal shaper (10), a SGR signal shaper (11), 
a matching unit (12), and a power source (13). 

USE/ADVANTAGE - For medical investigations. Cardiac contractions 
rate, breathing rate, and skin-electrical reaction are monitored; 
reduced hardware. Bui . 6/30 . 3 . 94 

Dwg . 1/1 
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Abstract (Basic): EP 457940 A 

The activation circuit contains a microprocessor and peripheral 
hardware which has a cable (8) terminated with a connector (9) for 
insertion (10) into a jack (6) on the monitor box (2) . Wireless 
transmission between antennae may be utilised instead. 

One module of the microprocessor's memory receives and stores an 
identification code from the monitor 91) . It is set up to accept only 
the stored code, preventing another module from transmitting to any 
monitor bearing a different code. 

USE/ADVANTAGE - Measurement or test devices or medical 
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monitors . Programs can be updated or extended easily without visits 
from service technicians. (12pp Dwg.No.1/6) 
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Abstract (Basic) : DE 3428630 A 

A light beam is directed at a solid reagent applied to or 
impregnated with a body liquid sample. Asmall light analyser is placed 
on the analysis part and electrical signals derived from fluorescent or 
reflected light from the sample. The signals are fed into a 
microcomputer via an amplifier and analogue-to-digital converter. 

The measurement data are computed using a calibration curve stored 
in the microcomputer or an electrical circuit. The computed data are 
stored with timing information in a storage circuit in the analyser. 
The measurement data and timing data are used for stored data 
processing. The output data can be fed to a display section or external 
device . 

USE/ADVANTAGE - The method and arrangement can be used for 
processing measurement data for various clinical tests . They enable 
domestic monitoring by increasing data reliability and improving 
patient motivation towards self-monitoring using instrumented analysis. 
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I 

Process 

The invention relates to a method of automatically tracking compliance 
in a clinical trial process. 

A clinical trial is the testing of a medicament or drug entity in 
humans in order to detennine . . . is a finther object of the present 
invention to provide a method for identifying and tracking such 
containers throughout the clinical trial process and to maintain a 
full electronic data record of each container by which a method for 
automatically tracking compliance in a clinical trial process 
involving one or more operations comprising. 

selecting a containers- 
associating an identifier with the... trial. The patient identifiers can 
also form an important link in facilitating a complete electronic audit 
trail for each clinical trial sample/drug product. Patient 
identifiers may comprise a 'Smart Card* having a memory wherein the,.. of 
an RFID tag. 

Figure 3 is a flow dia'gram of a method for tracking compliance in a 
clinical trial process. 

Figure 4 is a schematic diagram of a system employing a method for 
tracking compliance in a clinical trial process. 

Figures 5a & b depict a method for selecting a first and a . . .process 
monitored from a centralised data management system. 

A flow diagram of a method for tracking compliance in a clinical 
trial process is io shown in Figure 3. The method begins by selecting 
230 a first ... container has been completed 251. 

. A schematic representation of a system employing a method for tracking 
compliance in a clinical trial process is shown in Figure 4. The 
diagram illustrates a simplified process for filling a... 
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from hiferMed, Ltd., London UK, requires that a macro study definition 
be prepared for each clinical trial monitored by MACRO. The macro 
study definition is a collection of metatables that describe the patient 

..end CDMS. The back-end clinical definition is a data structure that is 
used to track all the patients in a clinical study . The back-end 
clinical definition is designed in accordance with the specifications of 
the particular... 
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Thus, the functionality of the module is to provide a 
clinical manual to monitor handling processes such as 
objective tests , clinical laboratory tests , invasive 
examinations, therapy, nursing and discharge. 

Patient /Relative Module. 

The patient is defined as a. . - 
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remote system 13 0 or remote health care 
provider 13 6 initiates communication for patient monitoring , clinical 

study monitoring , therapeutic, clinical outcome study or other 
purposes to 

thereby minimize unnecessary patient-physician or patient-hospital 
interaction . 

Phone or. . .present invention may also be configured and adapted to more 
efficiently and cost-effectively administer clinical monitoring 
studies and clinical outcome studies . In accordance with 1 0 one 
embodiment of the present invention, IMDs implanted in patients... 
...00 or mobile phones or PDAs 110, where patients 5 are participating in 
clinical outcome studies and/ or clinical monitoring studies , 
are interrogated for data required or desired for purposes of completing 
such studies. 

Devices 1 . . . 
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I 10, remote system 130 or remote health care 
provider 136 initiates communication for patient monitoring , clinical 

study 1 0 monitoring , therapeutic, clinical outcome study or 
other purposes to thereby minimize unnecessary patient-physician or 
patient-hospital interaction. 

Phone or. . .may also be configured and adapted to more efficiently and 
cost-effectively 1 5 administer clinical monitoring studies and 
clinical outcome studies . In accordance with one embodiment of the 
present invention, IMDs implanted in patients 5 and... 

...00 or mobile phones or PDAs 110, where patients 5 are participating in 
clinical outcome studies and/or clinical monitoring studies , 

are interrogated for data required or desired for purposes of completing 
such studies. 

Devices 10 . . , 
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electronic medical record system routinely queries a patient and 
enters these assessments with the laboratory studies and clinical 
findings to monitor the current treatment in terms of whether it offers 
the patient the highest probability of... 
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Detailed Description 

Over time CROs compounded other value-added services to encompass a 
spectrum of services, including clinical trial coordination, 
monitoring of data collection, identification of quality research trial 
investigators and sites, and centralized laboratory testing ... paper 
document. This creates ample of opportunity for fraud and an obvious need 
for strict monitoring . As the clinical research field looks more to 
digital data capture and transmission, there is a greater need to. . . 

...investigators in turn will select the trial participants or patients to 
be enrolled in the clinical trial . The trial monitors observe the 
conduct of the clinical trials to detect any deviations from the 
procedural guidelines ... code field 270i comprising a plurality of random 
digits . 

The current methods of administering a clinical trial involve 
monitoring the trial centers to assure research integrity. The basic 
role of the trial monitor is ... submitted by the trial investigator 
corresponds to the source documentation, i.e., the patient's medical 
record. The trial monitor verifies whether the trial investigator has 
provided the proper informed consent and that the trial... will be able to 
have a real-time "bird's eye view" of the ongoing clinical trial . 
After logging in step 202, the trial administrator will be asked to 
authenticate himself or herself as... 

Claim 

enrolled in the one or more clinical trial; and 
(g) the at lest one trial monitor observing the one or more clinical 
trial to detect any deviations from the procedural guidelines. 

13 The method of claim 12, farther... 

...selecting the one or more trial participants to be enrolled in the one 
'or more clinical trial , the at lest one trial monitor observing the 
one or more clinical trial to detect any deviations from the 
procedural guidelines. 
34 

. The method of claim 14, wherein... 
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flexible data driven architecture and custom reporting capabilities^ 
designed to support patient therapy management and clinical drug trial 

activities such as screening, patient tracking and support. It is 
anticipated that a system according to the present invention may be... 
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. . . Message-based networks are implemented in a wide variety of 
applications, including industrial automation, automotive/ track , 
medical equipment, test equipment and mobile machines. It will be 
appreciated that many of these networks are complex... 
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laboratory director, or of the subject themselves, an 
authorization message may be received by the clinical trial manager 

or 

chemical monitor of the sponsor company from the subject related to the 
clinical trial. In this manner... 
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of a particular protocol. The system, reports, this infonnation to 
study sponsors, who can then monitor the progress of an overall 
clinical trial in near-real-time, and. to the central authority which 
can then generate perfonnance metrics... 



9/3,K/24 (Item 13 from file: 349) 

DIALOG (R) File 349:PCT FULLTEXT 

(c) 2003 WIPO/Univentio. All rts. reserv. 

00859507 **Image available** 
CLINICAL TRIAL M?^GEMENT 
GESTION D'ESSAIS CLINIQUES 



Bode Akintola 24-Apr-03 



Pacent Applicant/Assignee: 

ENMED INC, Suite 201, 35 Crosby Drive, Bedford, MA 01730, US, US 

(Residence), US (Nationality), (For all designated states except: US) 
Patent Applicant/Inventor: _ 

THANGARAJ Venkatesan, — (Residence), — (Nationality), (Designated 

only for: US) , . ^ ^ , 

REDDY Somashekar N, (Residence), — (Nationality), (Designated only 

for: US) 

Legal Representative: . 

DEVLIN Peter J (et al) (agent), Fish & Richardson P.C., 225 Franklin 
Street, Boston, MA 02110-2804, US, 
Patent and Priority Information (Country, Number, Date) : 

Patent* WO 200193160 Al 20011206 (WO 0193160) 

Application: WO 2001US17214 20010525 (PCT/WO US0117214) 

Priority Application: US 2000207616 20000526 
Parent Application/Grant: 

Related by Continuation to: US 2000207616 20000526 (CON) 
Designated States: AE AG AL AM AT AU AZ BA BB BG BR BY BZ CA CH CN CO CR CU 

CZ DE DK DM DZ EC EE ES FI GB GD GE GH GM HR HU ID IL IN IS JP KE KG KP 

KR KZ LC LK LR LS LT LU LV MA MD MG MK MN MW MX MZ NO NZ PL PT RO RU SD 

SE SG SI SK SL TJ TM TR TT TZ UA UG US UZ VN YU ZA ZW 

(EP) AT BE CH CY DE DK ES FI FR GB GR IE IT LU MC NL PT SE TR 

(OA) BF BJ CF CG CI CM GA GN GW ML MR NE SN TD TG 

(AP) GH GM KE LS MW MZ SD SL SZ TZ UG ZW 

(EA) AM AZ BY KG KZ MD RU TJ TM 
Publication Language: English 
Filing Language: English 
Fulltext Word Count: 10669 

Main International Patent Class: G06F-017/60 
Fulltext Availability: 
Detailed Description 

Detailed Description 

user for authentication at different level of data access. 

Audit trafis can be generated to track changes in the clinical trial 
data. 

1 0 In another aspect, the invention provides methods and apparatus for 
operating a. . .of their products before they can be marketed in the U.S. 
The FDA-mandated clinical trial process requires tracking , 
date-stamping, and. coordination of hundreds of thousands of discrete 
data points from a nwnber...an audit trail (and is referred to as an 
••Audit Trail") and is used to track changes in data within the 
clinical trial management center 40. 

14. Adverse Event Management: Adverse events are unforeseen medical 
emergencies that... 
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distribution of data, whose accuracy is very important to an 
"'organization. For example, in a clinical trial , the Federal Drug 

Administration (FDA) monitors data very closely for correct or missing 

input. In order to reduce input error and... 
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vi) the reduction in the practice of "defensive medicine, 

(vii) the planning and execution of medical research , 

(viii) the monitoring of medical practice habits, 

(ix) patient education and treatment compliance, 

(x) preventive medicine, to reduce... 
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Over timel CROs compounded other value-added services to encompass a 
spectrum of services including clinical trial coordination, 
monitoring of data collection, identification of quality research trial 
investigators and sites, and centralized laboratory test ing ... paper 
document. This creates plenty of room for fraud and an obvious need for 
strict monitoring . As the clinical research field looks more to 
digital data capture and transmission, there is a greater need to. . . 

...investigators in turn will select the trial participants or patients to 
"be enrolled in the clinical trial . The trial monitors observe the 
conduct of the clinical trials to detect any deviations from the 
procedural guidelines ... code field 270i comprising a plurality of random 
digits . 

The current methods of administering a clinical trial involve 
monitoring the trial centers to assure research integrity. The basic 
role of the trial monitor is ... submitted by the trial investigator 
corresponds to the source documentation, i.e., the patient's medical 
record. The trial monitor verifies whether the trial investigator has 
provided the ...will be able to have a real-time "bird's eye view" of 
the ongoing clinical trial . After logging in step 202, the trial 
administrator will be asked to authenticate him or herself as... 



selecting the one or more trial participants to be enrolled in the one 
or more clinical trial , the at lest one trial monitor observing the 
one or more clinical trial to detect any deviations from the 
procedural guidelines. 
t5 

3 The method of claim 2... 
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Figs. 12-13 are exemplary web pages showing an extranet for creating, 
sending and tracking documents necessary to start a clinical study . 

Figs. 14 is an exemplary electronic mail notification used for contacting 
a potential subject for... step 2132, information is stored in the 
inventive system database relating to prospective investigators for 
clinical studies , which includes regulatory agency audits that have 
been performed for each investigator. This information may include audits 
from the FDA... for example, the names and addresses of all of the 
investigators who conducted a particular clinical study . The FDA also 
performs audits on clinical studies , which can result in a Form 
483. Again, all non-confidential information from the 483... 
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Detailed Description 

Claims 

■ ^"^"^""and^ecording the results in the database. The present invention 

provides an automated system for tracking clinical study protocols, 
and allows access to information regarding a clinical study to be 
obtained from a. . . 

Detailed Description 

for amending the . ^ ^ 

claims and to be republished in the event of receipt of 

amendments . 

TRACKING OF CLINICAL STUDY SAMPLES, 
INFORMATION AND RESULTS 
FIELD OF THE INVENTION 

The present invention relates to the tracking... 

information and makes difficult the retrieval of subject attributes and 
■'other information concerning individual samples. Auditing of samples 
from the clinical study and establishing a chain of custody 
concerning samples is also extremely difficult using paper based... 

...hundreds and sometimes thousands of DNA samples can be collected from 
individuals participating in a clinical study . 

Thus, accurate tracking of genotype inf ortriation in an easily 
retrievable form during a clinical study is extremely complicated... 
...a traditional paper based system. 

The system of the present invention provides for the automated tracking 
of clinical study protocols, and in particular of genotype 
inforination obtained from a clinical study . 

The system integrates the tracking of individual samples using bar code 
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identifiers and computer l zed scanners, with checklists of procedures to 



...of the present invention provides for the auditing of laboratory^ 

procedures used on samples from clinical studies . Auditing in this 
context includes, ...the present invention. 

DESCRIPTION 

In accordance with the present invention, a computer-implemented method 
for tracking : (1) clinical study samples through a clinical study; 
(2) the progress of a clinical study; and (3) recording the results 
obtained from procedures conducted during a clinical study is 
provided. Reference herein to tracking samples of clinical study 
and similar terms can refer to maintenance of the following inforination 
regarding samples in a... Changes made to the database also are tracked by 
the system, allowing complete and accurate auditing of samples from 
clinical studies and associated clinical study protocols. An 
audit report, according to one embodiment of the present invention, is 
illustrated in Fig. I 0 ... foregoing description, a number of unique 
aspects of the disclosed method are illustrated. The method tracks 
information about clinical study protocols, the samples 5 collected 
in conjunction with those protocols, the procedures used to analyze... 

Claim , . 

I . A method for tracking samples of a clinical study , comprising: 
defining 'a first clinical study protocol comprising a plurality of 
procedures, wherein 
said procedures ... 

. . .deten-nines the genotype of an individual. I 0 8. A computer implemented 
method for tracking samples of a clinical study , 
comprising : 
providing a computer; 

accessioning a plurality of samples, wherein identifying information is 
stored in. . . 
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Another example is described in U.S. Pat. No. 5,612,870 entitled 
"System For Tracking Secure Medical Test Cards", issued to Welner. 
This patent is directed to a method and an apparatus for. . . 
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Claim 

... comprising the steps of: 

determining a test parameters set for monitoring the patient, 
initializing a monitoring schedule sequence for said test set, 
selecting clinical testing materials appropriate to the patient disease 
state, 

transmitting said clinical testing materials to the... 
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